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DETAILED ACTION 

Claims 1-8, 23 and 24 have been canceled. Claims 9, 1 5 and 22 have been amended. 
Claim 25 has been added. Claims 9-22 and 25 are pending and under consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims drawn to the peptides of SEQ ID NO: 1-12 and methods of using said peptides to 
inhibit the proliferation of cancer cells, would be given priority to 60/091,579, filed July 2, 1998 
for the reasons of record set forth in the prior Office action. 

Claims 9-22 and 25 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claim 22 is drawn to the peptides of SEQ ID NO: 1-12. Claim 25 is drawn to 
composition comprising said peptides.. When given the broadest reasonable interpretation the 
claims can include peptides comprising SEQ ID NO: 1-12 rather than consisting of said peptides. 
Thus the genus of antiproliferative peptides is variant because said genus tolerates members 
which only minimally comprise SEQ ID NO: 1-12, thus requiring only 7 amino acids of the 
described peptides and some degree of antiproliferative property to be included within the genus. 
Further, the genus is not limited by a functional attribute common to all members of the genus. 
The description of the peptides consisting of SEQ ID NO: 1-12 fails to describe the claimed 
genus because the genus tolerates members which differ widely in structure and function from 
the instant SEQ ID NO: 1-1 2 because 7 contiguous amino acids could be dominated by a much 
larger peptide having completely different mechanism of exerting an antiproliferative action that 
that of the instant SEQ IDNO:l-12. One of skill in the art would reasonable conclude that 
applicant was not in possession of the genus of peptides consisting of SEQ ID NO: 1-12 and 
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therefore was not in possession of methods reliant on said genus. Amendment of claim 22 to 
read unambiguously on peptides consisting of SEQ ID NO: 1-1 2 would overcome this rejection. 

Applicant argues that the claims now encompass the recited sequences and do not include 
any larger or smaller sequences. This has been considered but not found persuasive. The 
language of "a peptide having a sequence" is the same as a peptide "comprising a sequence" and 
is thus open language. 

Claims 9-22 and 25 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a method for inhibiting the proliferation of cancer cells or 
virally infected cells comprising the administration of the peptides consisting of SEQ ID NO:2, 3 
or 8, does not reasonably provide enablement for a method of using SEQ ID NO:l, 4-7 or 9-12. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to use the invention commensurate in scope with these claims. 

The instant specification states that the mixture of peptides corresponding to SEQ ID 
NO: 1-12 possessed no inhibitory activity against MCF-7 cells, but that SEQ ID NO:2, 3and 8 
possessed significant inhibitory activity, and explains that the remainder of the peptides are able 
to compete with the active peptides for receptor sites on MCF-7, but do not possess inhibitory 
activity (page 26, line 22 to page 27, line 13). Thus is appears that SEQ ID NO: 1, 4-7 and 9-12 
are not antiproliferative peptides having activity against cancer cells or virally infected cells. 
One of skill in the art would be subject to undue experimentation in order to carry out the method 
of claim 9-21 with peptides other than SEQ ID NO:2, 3 or 8. One of skill in the art would also 
be subject to undue experimentation in order to use the peptides SEQ ID NO: 1, 4-7 and 9-12 of 
claims 22 and 25 because said peptides would not be expected to have anti-proliferative activity 
and the instant specification has not provided any alternative teachings regarding how to use the 
claimed peptides. 

Claims 9-11, 14, 22 and 25 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Barnea (U.S. 5,648,340, cited in the previous action). 

Claims 22 and 25 are drawn to an isolated peptide selected from the group consisting of 
SEQ ID NO: 1-12 and a composition comprising an excipient and an isolated peptide having a 
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sequence selected from SEQ ID NO: 1-12, and combinations thereof. Claim 9 is drawn to a 
method of inhibiting the proliferation of cancer cells in a subject comprising administering to 
said subject an effective amount of a peptide elected from the group consisting of SEQ ID NO:l- 
12 and combinations thereof Claims 10, 11, 13 and 14 specify that the cancer cells are breast, 
lung, melanoma and leukemia cells, respectively. Barnea discloses an antiproliferative 
embryonic fraction having a molecular weight of less than 8 kDa (column 18, Table III). Barnea 
et al discloses that the embryonic tissue is solublized by sonication, subjected to centrifiigation to 
remove cellular debris (column 7, lines 43-51). Barnea discloses that the resulting supernatant is 
then fractionated by molecular weight, using as an example, a gel filtration system (column 7, 
lines 54-59). Barnea discloses a separation step comprising a DEAE column (column 20, lines 
56-61). The anti -proliferative fraction of Barnea would inherently comprise a peptide of SEQ ID 
NO: 1-12 because the material from whence the instant SEQ ID NO: 1-12 were obtained is the 
same as that of the material used for the antiproliferative fraction of Barnea. Barnea discloses a 
method for treating cancer in a patient including breast, ovary, kidney, lung brain intestine, bone 
marrow, lympho-reticulo, stomach esophagus, pancreas, spinal cord mucosa, germ cell, bone, 
muscle, melanoma and choriocarcinoma (column 11, lines 29-35). The disclosure of lympho- 
reticulo cancers fulfills the specific embodiment of leukemia. Barnes et al disclose that the less 
than 8kDa extract in a pharmaceutically acceptable carrier (claim 2). 

Applicant argues that Barnea et al do not disclose the isolated peptides of the invention 
and that the low molecular weight extract comprised more than just the instant claimed peptides 
and therefore cannot meet the limitation of "isolated". This has been considered but not found 
persuasive. The term "isolated" reads on any degree of isolation, and in the case of Barnea et al, 
the low molecular weight extract which comprises the peptides fulfills the embodiments of 
"isolated" in that the low molecular weight extract has been isolated and somewhat purified 
from that found in nature. 

All other rejections and objections as set forth in the prior Office action are withdrawn in 
light of applicants amendments. 
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Art Unit: 1643 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Karen A. Canella, Ph.D. 
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